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10801 Cosmonaut Blvd.

Orlando, FL 3282+

July 9, 1999 Phone. 4078595166

Fax: 407 8S9 &254

Manuel Ka.ros
Cemer for Devices and

* awrnagmeermg com

Radiological Heahh
CDREI – HF Z300
2098 Gaither Road
Rockville, MD 20850

Dear Manuel,

Jn our most recent @lephone conversation regardingAVI’S VariancefordieOmniscan
Model 2000 Series, the minimum lateral distance of 2 % feet for the restricted area was
clarified.

Enclosed are the Variance Apphcalions for TheAmerican Museum of NztturalFfis~ory’s
S~ace Thearer and Big Bang Theater. Please note hat the lateral distances indicaud on
the dia~rams comp- Theminimum laKeraldismnce of 2 % feet for our initial. .
approved variance for he C)miscan Model 2000 Series. (Reference “AtWhrnent J, fi~ure
l“).

AVI requesrs tia~ the minimum lateral diswce of 2 !4 feet be spccitied in these and
fimre variances for OrnnisCan Model 2000 Series permanem planetarium theater
insulations.

Please let me know if you have any questions or need additional information.

-- Yours Truly,

foanne Young
Managing Director

JY:rrn

Enclosures

+W-Y322 WAR ]
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PIJBW H@LTh SER~E LASER LIGHT SHOW, DISF &y,

DOCXm MUM8ER

FOOD 6P0 ORUG ADMINISTRATION
OR DEVICE.

NOTE; NO Iascr I;SFI1 *ho.. , proj--bm swan. of d-ice ma> ●am from tiomplmtw A.;l~ ~1 Cm 1~- 11(0 in d=ixn Qr U.C ~.!lhau~ the uppr=~ m vf Ihi.

andi<xiom in a.wrdarwc ~ith 21 CFR 10IO-J-..-.
INSTIWCTIONS

American Museum of Natural History - Big Bang Theater
Z AODRE~ OF COMPAN f (I,a-1,.& #IP r(iot) W P ff k. n ..=-/. .,..4.4 +<d +-m ddrt-. AI

81st St. @ Central Park West, New York, NY 10024
X FAMEsNO TITLE OF RESWNSISUP6RSON I 4 TELEP170NE NO. 1111.1.+mu.t_L4 % OfiTEOFSIJBMISSiON

Julio Marr~ro I 212-769-5900 I 7/8/99

CIMNISCAN Laser Projection System, Mo(
D.PRODUC7 FOR WniCn A VARIANCE IS REGuE’5TZD

~ A uSER OISWT DEWICE

a * PRDJECmP FOP * uSER UGFfT SHOW

~ A uSER UGHT SHOW

a OTWF4 &SFW.I _

. . ~ PROJECTORS ARE INTENDED FOR %LE. L@SE. OR LO.. TO oTMER

@sER L16MT SHOW PRODUCE=

Q. PRODUCT Is 14WeNDm FOR VSE IF ~
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FtiN ETARIuM Oil 0~ ER 00wS PROJECTION STRUCTURE

TnE.lXR

hOTEUMOTEL -LLROOM OR MEE71NG RCX)M

STORE DISPLATS

TRAPE Sn0r4 OR CON wENTION

DISCOTHEQUE OR PIIGm7 CLUB

PAvIuON

INPOOfl *RENA

OUTDOOR ARENA

MU$EUM

OUTOWR UN6NCLoSEo AR-

OTnEU {~w,lq “

C. PROLWfi IS INTENOED TO SE uSED

~ AT 0NL7 WsE u,.rml LOqTION

n AT A VARISTS OF @,,?I LOCATIONS

~ aTnER [-u..,,.] . .

B. lAS~ RAUI

S1 2000

1. PIIODW IS INTENOED TO BE uSED AT -T ONE LOCATION

~ HQ96 ThPN 1S DAIS

a MOW ThAN 5 WT NOT MORE ThA. 15 DarS

~ @3S THAXAS L1.YS

s TOUR IS INTWCED TQ RuN F@R

U MORtSll+AU b MONTHS

G 14 HOUTB5

O LESS ThA?! 1 MoNTw

& vOTAP-S4,MU t.+

~ OWER PWAI

n. PROD= uTy2SS Trk F~.LOWINC uSER EFFECTS

~ FROm7 ~EEN PROJE~ION5
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REAR SCREZN PROJECTIONS

Homoaalwlc PISFIA7S

@ULTIPLE REFLEi310NfOlFFRACT10m EFFECTS

Auol Er9cE 9XNMNG L-It”. ,,” 1,.A- -R,..(”S 9-,.. -. n .,1A- ,“,...”#r?dl.l -4..)

REFLSC77SWS FROM STATIONART MIRRQflS OR MIRRORED SURFACES

[Am- V.1-l

STaTIQrJAffV IRRAOI-TION OF ROTaTING u IR130R BML~ ETC

$= NNING IRR401ATIOIQ OF ROTATWG MIRROR Bw.15. -.

FIB5R 0F7C PRCXl~ONS

FOG SMOKE. OR OTNER SCATTERING ENHANCEMENT EFFECTS

0T41ER I*a’r#fq ._ —-—.

IOP4 LEVELS

LASER MECIUM ,,1?. lrf-l. , -r..,.
I

WAVE I.ENGTrrS ,WTV
I

Pbr+ POWER ,,, ... . . .

1

Mixed Gas Ion Laser 458NM - 647NM 5 watts Cw

9 IF AN? LASi3 RaOIATION IS PuLSEO OR SCar.NEO. GIVE ThE PULSE DURATION ANp R.TE AND SCANNING FREOLIEhC7 MWJ AMPLITUOE

Please refer to attachments

III REASON FOR REQuzS7,r4 v.i RI AmC<

~ Compliance ‘rwTm TnF LIMTS OF 21 CPR 1040 I NCI WOULO PE:TJIICT TnE IruTEr40E0 uSE OF :h~ WIOOVCT EECAUSE COMPUaNCE WOULD LIMIT TmE O~Tp’J:
POWER TO TmE :ATEnT TnaT TI!.5 oESIREP EFFECTS WOU,O NOT BE SUFFKIENTLT VISIBLE

~ Olberl Otl ABO;TIONaL. gxPbh ATlah . L--,.,.,

I
FORM F04 3147 (3/87)

.
q?fl~[~”
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=%c PF?OVISIONS OF 21 CFR 104( Llllc/ IN rtf~~ Trlt AL-- ~@LG CWK=IIUN !.C?CL ?VULJW CAUeL.W ,, IL

ACCESSIBLE EMISSION LIMITS SPECIFIED IN 21 CFR Ixll(c). -

Q IT IS PROPOSED TCI DEV~ATE FROM lTIE PflOVISION OF 21 CFR WMO.I l(c) AS FOLLOWS:

2 PDvAFJTAGES TO BE DERIVED FRO!’d SUc~ 13EVIATW

~ LASER uGrIT SHOWS AND DISPu?s ARE ACCEPTED POPLNAR MEDIA IN EtJTERTJwJvMEt+T AND ThE ARTS. uSE OF POWER LEVELS. IN

EXCESS OF TIIE LIMITS IMPOSED 8Y 21 CFR V2A0.11(CJ IS NECESSARY TO ACHIEVE THE REQuIRED EFFECTS IN THESE MEDIA.

D OTHER OR ADDITIONAL Advantages (c@criic amo czuI@

13. EXPWIN TII E ALTERNATE MGoS OF RADIATION PROTECTION TO BE PROVIDED. IChe &a manv W= as Mfr. III Imm 14 ‘WWIfiS.-” FJ=TN ant DOACS

ALL uSER PROOIJCTS, SYSTEMS, SHOWS, AND PROJECTORS WILL SE CERTIFIED TO cO~PLY WITH 21 CFR ~040.10AND ThE COI’+DI.

TIONS OF THIS VPSIANCE ANP wILL SE REPORTEDASR.Et2ulFtE08f 21 CFR 1002.10 ANP 1WZ12 USING THE REPORTING GUIDES PRO.
VIDED Fofl SUCH PuRPOSE. THESE ACTIONS WILL BE ACCOMPLISHED PRIOR TQANY INTRODUCTION INTO COMMERCs

EFFECTS NOT SPECIFICAUf INDICATED IN THIS VARI.NCE APPLICATION WILL NOT Bg PERFORMED. NO OTriER EFFECTS WILL 6E

AODE!J UNTIL AN dAENOMENT TO THE VARIANCE?@ BEEN OBTAINEP AIUO THE REQuIRED RERXTTS OR SLIPPLEMENTS. AS
APPLICABLE F(AVE SEEN SL16M17TW.

SCANNING, PRoJECTION, OR REFl&CllOh OF uSER AND COWiTERAL RAOIJITIOIV (LIGHT SFIOW %OIATION) INTO AUDIENCE OR OThF

ACCESSIBLE UNCONrnOUED AlWA5 WILL NOT BE PERM~ED ExCEPT FOR OIFFLISE RErlECTIONS PRODUCED BY WI E ATM OSPM EFE
A DLIED ATMOSPHERIC SCAITERIFJG MEDIA, AND TARGET SCREENS,

LASER RADIATIQN LEVELS IN EXCESS OF ~E LIMITS OF CUSS I WILL NOT SE PERMITTED AT ANY POINT LESS TWIN 30 METERS ABOVE
ANY SURFACE UPON wHICH PERS42NS OTIIER THAN 0P6RATORS. PERFORMERS. OR EMPLOYEES ARE PERMl~D To STAND OR %5

rAmERS BELOW OR IN MTERAL sEPARAllON FROti ANY PuCE wERE sUCh PERSONS ARE PERMIITEO To 6E oPERATORS,
PERFORMERS, ANO EPIPLOYEES WILL NGT BE REQUIRED OFI ALLOWED TO VIEW RAOIATION ABQv E ThE LIMITS OF CMS3 1 OR SE

E.xPOSED TO RADIATION ABOVE ThE LIMITS SPECIFIED IN 21 CPR Wo.ll(ch

J$Nf WiO DUCT VVMICH RELIES ON SCANNING TO MEET ACCESS. EXUXURE OR PRO!XKT’ CLASS UM17S WILL INCORFWIATE A SCAI!NING
SAFEGUaR12 SYSTEM WHICH DIREC~f SENSES SaNNER MOTION AND wHICH WILL REACT FNST ENOUGH T(J PRECLUDE ~CEEiXNG

THE APF%ICABLE LIMIT.

#u USER LIGHT SHOWS SHAU BE UNOER ThE DIRECT AND PERSONAL CC2NTROL OF TRAINED, COMPETENT OPERATORS) ThE

OPERATOR~) WILL: ,

~1) IMMEDIATELY TERMINATE ThE EIAMISSION OF LIGhT SHOW FiADIATION IIV TFIE EvENT OF ANf uNSAFE CONIX’IION;

@) BE LoCATED wmERE ALL B=LM PnTHS cAN BE QIRECTLI OBSERVED AT ALL TIME% AND

@ 6E AN EMF’LOYEE OF THE VAFRANcE HoWER Who WILL BE RESPONSIBLE FOR ThE TRAINING AND CONOUCT OF THE OPERATOR

ThE MAXIMUM usER PROJECTOR OUTPUT POWER WILL NOT ExCEED 7?+ELEVEL REOWRED TO OBTAIN THE INTENDED EFFECTS.

THE PROJEclloN SYSTEM O-E.. THE PROJECTOR AND ALL oTHER COMPONENTS uSED TO PRoDI& THE LIGHTING EFFECXII WILL EIE
SEcuflELYMOUNTEO OR IMMOSIUZER TO PREVENT UNINTEIUOED MOW34ENT OR MK3AUGIUkENT, 8~M LWITERS WILL Elf PROVIDE[

AS AN INHERENT PART Of TtIE SW3TEM OES(GN TO PREWNT OUERFILUNG OF SCREEN.% BUh STOPS, TARGETS, ETC.

!ASER PROJECTORS wlLL NOT SE DEthfERED TO ANY OTHER PARIW UNDER AN AGREEMENT OF SALE, LEASE. OR LOAN UNLESS AND
UNTIL THE RECIPIENT DEMOIW7RATE5 THAT THEY HAVE A VARIANCE IN EFFECT AT THE TIME OF DELIVERY THAT PERMITS lT+EM TO

PfiOOUCE USER LIGMT SHOWS iNCOIIPORaTING SUCH PROJECTOR.

IN ACIOITION TO TPIE REQuIREMENTS OF 2J CFR 104.IO(IV,THE h4ANUFACTUREP OF uSER PROJECTORSdSTSTEMS WILL PROVIOE TO

PARTIES who PuRCHASE, LEASE, OR 50RROW THE EQUIPMENT. ADEQI.IATE uSER”S INSTRUCTIOIUS FOR SAFE IIVSTALMTIOIU ANO

OPERATION AND wRICi-I FAPMIN THE fl’ESPONSli3UJlY OF THE RECIPIENT AS AN lNDEPENO~7 LIGHT SHOW MANIJF#CTLIRER TO
SUBMIT THE REQulFfEO REPORTS AND APPLI FCR AND 0(3TAIN A VARIANCE FROM CORH PRIOR To INTRODUCTION INTO COMMERCE CF
6NY LASER LIGiIT StloWS.

THE REQuIREMENTS OF 21 CFR 1002.30mnl I A NO ~) WILL BE ACCOMPLISHED THROuGh THE USE of WRI=EN PRWEDIJRES FOR SETUP.

ALIGNMENT, TESTING. ANO PERFOFM4ANCE OF EACH Snow. THESE PROCeDWVSS @ILL SE IN Sufficient IX?TAIL TO ENSURE COM-

PLIANCE WITH 21 CFR 10.W.1O. ThE CONOITlONS OF TM(S VARIANCE. AND THE CONTROL OF ACCESS TO RASIA71QN AREAS USING THE

PROCEDURES DESCRIBEo IIU THE ANSI Z131S1 STANDARD FOR THE SAFE LIsE oF LASERS IAMEWCAN NATIONAL STANPAWX INsTITuTE-
100 BROADVVA7, NEW TORX. N7 10018} 0S ANY OTHER EQUIVALENT uSER CONSENSUS STANOARO ANO. WHERE APPLICABLE. STATE CR
LOCAL REQuIREMENT%. MSER RADIATION ARX wtiIcrI CAN CONTAIN RADIATION LEV’EG3 ABOVE THE LIMITS sPEcIFIEO IN 21 CFR
1O$O.IIICL WILL EE CL~ARLT IQENIIFIECI BT THE POSTING OF WARNING SIGNS ANOK3R RESTRICTING ACCESS IWROUGH PH7SIC~L
MEANS (SUCH AS PRESSURE SWITCHES. PHOTOCELLS. BaRRIERS. GuAROS ETC ]. TH~E REQufREwEhTS APPLY TO TEMPORARY &$Eb5

@ucti AS DuRING SETWP ANO ALIGNMENT PROCEDW7ESI ANO To FINAI. OR PERMANENT AREAS. THE VP.Rl@NCE HOLDER wlLL RETAlpi
TME RECOFiL% OF TnEsG Procedures .FUO ThE RESULTS OF JW-L TESTS AS REOUIREO BY 21 CPa 1WZ31 * COPf OF ThE VARIAWCE

APPLICATION. THE aPPROVaL L~ER, CURRENT PROCEDURES, ANO f?ECORDs RE@TING To ~ACh PARllcu~R SHOW WILL BE WITn

THE OPEReTOFl OR OTHER Responsible INOIVIOUaL fiNIJ WILL BE MADE AVAILA6LE FOR INSPECTION 8? FOA xdO OTHER Responsi-

ble AuTHORITIES.
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PROVIDING SHOW lTINERAR\ , ~ P.9TESAND LOCATIONS cwRL7 ANQ COMPL~ - IpFNTIFIED, AND A 8ASIC DESCRIPTION OF

PROPOSED EFFECTS INCI.MDING A STATSMENT OF THE MAXIMUM FOW~ ouTpuT IN J-ND~. sLIcH NomFlcAmo~s *ILL sE MADE. BuT
NOT NECESSARILY SE U@l=D. To:

(I) THE CENTER FOR PENICES AND RAnloLoGlcAL HEALTN, OFFIc~ oF coMPUANCE (PI~121. ~757 GEQflGIA AvE-! sILvER spRING. MD
ZDSIO, PROVIDING niE INITIAL AND CLoSING DaTES FOR FIXED INSTALLATIONS AND ~E ITINEPARY FoR MOHILE sMOWS. IN ADDI-
TION, UNl&~ AU ASPE~ OF =CFI SHOW HAVE BEEN REPORl=D ANo ~E A= E=JoN NuM== CLEARLY R= EHENL=ED. EACtr

NoncE WILL INCLUDE DETAILED rJEsc~lPnoNs oF EACH SIIOW ANo A LIsnNG oF ALL E~Ec~ To BE pERFoRMED IN suFFlclENT
DETAIL TO CONFIRM COMPW’+cE WITH ~E REGLMTIONS ANO rnls ‘ARIANc6,

e) THE FEDERAL AVIAmON ADMIPJISTRARON (FaAI FOR ANY PROJECnONS IN-TO OPSN AIRSPACE AT ANT TIME (LE. INCLUDING SETWP.
ALIGNMENT, REH@RSAC% PERFORMANCES, =C.). IF THE FAA OWE~ To A~7 ~sER E-c= ~E QBJEc~oNs ‘i~ BE R=

SOLVGD ANO ANY CONDITIONs REQUESTED @f Fti WILL BE ADHERED TO. IF ThESE CONDITIONS CAN NOT W? M~, THE OWEC-
TIONAB* EFFECTS WILL BE DW=TED FR~M THE SHOW-

(q STATE AND LOCAL PAQIAWoN cof’J~oL oFFKE=VAGENciES FORALL snows To SE pERFoRMED wWH[N ~EIR JuRlsDlcmoNs. ALL
REQUIREMENTS OF STATE .arJO LOCAL UW WILL BE SATISFIED ANO ANT OBJECmONS RAISED Bf LOCAL AUTHORlllE5 WILL EIE RE.

SOLVEDOR THE EFFEffS DELEl_ED. (LISTS OF FEDERAL. AND STATE OFFICES ARE AVAIUBLE FROM TtlE CENTER FOR DEvICES ANO
RADIOLOGICAL HEALTH UPON REQuEST.)

\

14. REMARKS

Please refer to attachments H - K

.

CERTIFICATION

I CERllFY J’UI irll al ma aorwe mfarmxmn ana s[aTemenls afe wue. comcoete. and correq 10 me oesI 01 mv knowlecrile a~aacrwowlea$le [nal my

Var(ance aapllsarmn may De aenfe~ or my .anance mar se rc. okcd d mls appucanon ,s Iowa to rx fwse. mwbcda, ng. zr mcarract m any rrw=rfal .-av.
I na. e $Upmmea arro -III s@mlr ail rfsparm reaulrea cn 21 CFR 1002.IO ana 1002.12 an me ]ase! ~wlpmen{ mo snowsl, I IUnn.sr qr-irxrzrarW mal I

may oe reou,rq w r~ghlaw.n or w Irw 01r8CIW. c.awer 7W Oev!CcS ana Rdi?WQtJICdi nealln. [o SWIWW Sucn cw161 lfllOrf’fISJK7n as may DC nece$sa~ [o

e~aiua~e a,na acl on mls apphcauon.

15. SIGNATURE 1S. rIAr4E (TYPa of Pnnu 17. TITLE

/#&z#~A Ward Davis President

FORM FDA 31q7 (3/87) Sr usGovmmuw Pm-me omcE,19.%7-lrj5.G95/091 19
g. -m
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